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DRAFT AGENDA

During the morning session, the committee will discuss new drug application (NDA) 203009, lixivaptan,
submitted by Cardiokine Biopharma, LLC, for the proposed indication of the treatment of symptomatic
hypervolemic and euvolemic hyponatremia associated with heart failure and syndrome of inappropriate

antidiuretic hormone (SIADH), respectively.
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During the afternoon session, the committee will discuss the committee NDA 203826, phenylephrine
hydrochloride injection, USP, submitted by West-Ward Pharmaceutical Corp., to increase blood
pressure in acute hypotensive states, such as shock and peri-operative hypotension.
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